h 



m nov mh 



P||NT COOPERATION TREATY 

W PCT 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) 



J^d 0:8 

[wipo 



POT 



Applicant's or agents file reference 
WO/169 



International application No. 
PCT7EP 03/11689 



. _ ,_ llr , T11 __ . _ TW - M See Notification of Transmittal of lntema«onal 

FOR FURTHER ACTION Preliminai y Examination Report (Form PCTyiPEAM16) 



International filing date (day/toontivyear) 
22.10.2003 



Priority date (dayAnonttyear) 
25.10.2002 



International Patent Classification (IPC) or both national classification and IPC 
A61K31/192 



Applicant 

DOMPE S.P.A. et al 



This Internationa, pre.im.nary examination report has been prepared by this International Preliminary Examining 
Authority and is transmitted to the applicant according to Article 36. 

This REPORT consists of a total of 5 sheets, including this cover sheet 

(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 
These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 
Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 
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I. Basis of the report 



1 With reaard to the elements of the international application (Replacement sheets which have been ^ff^*° 

1 ' rX S5^ » » invitation under Art J c ! e 14 ar f, JftJSS 70 T ^ 

and are nof annexed to fhfe report since they do not contain amendments (Rules 70. 16 and 70.17)). 



Description, Pages 

as originally filed 

Claims, Numbers 

-1 .3 as originally filed 

Drawings, Sheets 

•j .3 as originally filed 

2 With reaard to the language, all the elements marked above were available or furnished to this Authority in the 
tenguale h which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
Rule 55.2 and&r 55.3). 

3 With reaard to any nucleotide and/br amino acid sequence disclosed in the international application, the 
Xnatond pVeliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 
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5. □ This report has been established as if (some of) *gfi™^J* not been made ' SinC8 th6y ^ 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 

V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
" citations and explanations supporting such statement 



1. Statement 
Novelty (N) 



Yes: Claims 1-3 
No: Claims 



Inventive step (IS) Yes: Claims 1-3 

No: Claims 



Industrial applicability (IA) 

2. Citations and explanations 
see separate sheet 



Yes: Claims 1-3 
No: Claims 
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Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Reference is made to the following documents: 

D1: US-B-63425301 
D2: US-A-5895789 



1. Novelty 

D1 describes pharmaceutical formulations containing d,l- or l-lysine salt of R,S- or S- 
ibuprofen suitable for parenteral administration wherein the pH is adjusted to 7.2 to 7.6 
(claim 1; column 4, line 62). 

D2 describes pharmaceutical formulations containing 2-arylpropionic acid like ibuprofen 
suitable for parenteral administration wherein the pH is adjusted to 7.0 to 7.5 (claim 1). 

Present application discloses pharmaceutical compositions containing 2-arylpropionic 
acids suitable for parenteral administration wherein the pH is in the range between 8 to 
The subject-matter of claims 1-3 is therefore new (Article 33(2) PCT). 



2. Inventive Step 

D1 is considered to represent the most relevant state of the art. The problem to be solved 
by the present invention may be regarded as the provision of pharmaceutical compositions 
suitable for parenteral administration which contain salts of 2-arylpropionic acids and which 
generate no pain upon injection (page 1, line 1-4). 

The solution to this problem proposed in claims 1-3 of the present application is 
considered as involving an inventive step (Article 33(3) PCT) since neither D1 nor D2 gives 
a hint nor suggestion that a formulation having a pH of 8 to 9 are less painful 
upon injection. 
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The results of the experiments as outlined in tables 4-8 show that formulations according 
to claims 1-3 are unexpectedly less painful upon administration than compositions having 
a lower or higher pH. 



3. Industrial Applicability 

Claims 1-3 meet the requirements of Article 33(4) PCT. 
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